Dec-09-05 07:11pm F rora-LAH I VE+COCKF I ELD 617 7424214 



T-726 P. 04 



F-702 



RECEIVED 

CENTRAL FAX CENTER 

DEC 0 9 2005 

Docket No.: BBI-043CPUSCNRCE 

(PATENT) 

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 

In re Patent Application of: 
JochenG. Salfeld eial. 

Application No.: 09/801185 Confirmation No.: 1672 

Filed: March 7, 2001 Art Unit: 1644 

For: HUMAN ANTIBODIES THAT BIND Examiner: D- A. Saunders 
HUMAN TWa 



SUPPLEMENTAL INFORMATION DISCLOSURE STATEMENT (SIPS) 

MS RCE 

Commissioner for Patents 
P.O. Box 1450 
Alexandria, VA 22313-1450 

Dear Sir: 

In accordance with 37 CFR 1.97, Applicant hereby makes of record the following 
additional documents. A PTO Form SB/08 and a full copy of each of the documents required 
under 37 CFR 1 ,98)aX2) accompanying this statement. In addition, applicant notes that this 
application is related to U.S. Patent Nos. 6,090,382 and 6,509,015, as well as pending U.S. 
application 11/233252. 

This statement is not to be interpreted as a representation that the cited documents are 
material, that an exhaustive search has been conducted, or that no other relevant information 
exists. Nor shall the citation of any document herein be construed per as a representation that 
such document is prior an. Moreover, Applicant understand(s) the Examiner will make an 
independent evaluation of the cited documents. 

This Information Disclosure Statement is filed before the mailing date of a first Office 
Action, and after the filing of u Request for Continued Examination (RCE) under 37 CFR 1.1 14 
(37 CFR 1.97(b)(4)). A copy of the RCE being filed on even date herewith is enclosed. 




PAGE 4/32 * RCVD AT 12/9/2005 7:13:19 PM [Eastern Standard Time] * SVR:USPTO»EFXRF-6/26 * DN1S:2738300 * CSID: 4 DURATION (mm-ss):1M6 



Dec-09-05 07:11pm F r ora-LAH I VE+COCKF I ELD 617 7424214 T-726 P. 05/32 F-702 



Application No.: 09/801185 DocketNo.: BBI^043CPUSCNRCE 

In accordance with 37 CFR §1.97(bX4), no additional costs are believed to be due in 
connection with the filing of this Information Disclosure Statement. However, please charge 
any necessary fees in connection with the enclosed statement to our Deposit Order Account No. 
12-0080, under Order No. BBH-043CPUSCNRCE. A duplicate copy of this paper is enclosed. 



Dated: December 9, 2005 Respectfiillv submitted, 



GAD/EAH/CEH By_ 



ct&lly sub 

mi 




Elizabeth A. Ha 
Registration No.: 65^505 
LAHIVE & COCKFIELD. LLP 
28 State Street 
^ Boston, Massachusetts 02 109 




-7400 

-4214 (Fax) 

;em For Applicant 



2 



PAGE 5/32 * RCVD AT 12/9/2005 7:13:19 PM [Eastern Standard Time] * SVR:USPTO-EFXRF-6126 * DNISOTOO * CSID: * DURATION (mm-ss):1M6 



Dec-09-05 07:11pm F r ora-L AH I VE +COCKF I ELD 617 7424214 



T-7Z6 P. 06/32 F-702 



RECEIVED 

CENTRAL FAX CENTER 

DEC 0 9 2005 

PTCSB/oaavb (07-05) 
Approved tor use tnrouo/i 07/31/2006. Omb OfiSi-O03i 
U.S. Paiem and Traderoam Office, U S DEPARTMENT OF COMMERCE 

UoOff re Papciv^ FtaluciCTAq cM995.ro pcrere 



Suoswute for toon 1 44SA/8/PTO 

INFORMATION DISCLOSURE 
STATEMENT BY APPLICANT 

(Use ss many sheets as necessary) 


Complete if Known 


Application Numoer 


09/801 185-Conf. #1672 


F*og Oate 


Marcn 7. 2001 


First Named inventor 


Jochen G. SALFELD 




1644 


Examiner Narmt 


D. A. Saunders 


Sneer 1 of 2 


Attorney Docket Number 


BBM3CPUSCNRCE 



U.S. PATENT DOCUMENTS 




NO 1 


Document Number 


PuDficsnon Paw 
MM-OD-VYYY 


Nanw or Patentee or 
Appucanr or C«eo Pocumera 


Pagea, Coftjmn^ Lnea, wvheie 


Exantnm- 


Nvn&cr-Ktfid Code 7 ( /Ano*itf 















FOREIGN PATENT DOCUMENTS 



No 1 



Foray Patent Oacunent 



Date 
MM-DD-YYYY 



Name of patentee or 
Applicant of Cfiad Document 



Who* Rdfcwant Passages 
a RfitewaraRQureQ Appew 



*£XAJMbN£R tntoai if reference oonstoerao. *rwiner or nan amon * *i 
oonstoereo. jrwuaa copy or tn» frxm wwi row oarnrnun»cg&on to appn 
uSPTQ Patera Pocumcng « www »*o«o oq> cr itfPEP 901.04 * Enter 
j«poneae patent oocumtxO. n» «io?easian of gw yew of me regn of ine Emi 
by the appropnaM symoow as inoiosm on roe ooeuffm wnoer WlPO Swnoaja 




MPEP 609 Draw hne through cnanon i not <n conformance anq not 
ue oianon d ea t an acion nunber (occonajfc. 'See Kmos Codes of 
Ottwnent. »y me iwhowt c**» (WtPO StonOsvd ST. 3). * For 
aanaj nunoer of ma patent csocumonc * Nino of eocunem 
* m place a cnccK man. her e <T Enow language 



NON PATENT LITERATURE DOCUMENTS 


Examiner 


Cue 
No? 


inctudft name of me jutnor On CaPiTAl lHTTE^S). mie of jhe aructe (when appropriate), mie of ihe «em (poo*., 
magazine, journal, serial. symposium, catalog, ate), data, page(&}, volwme-tsswe Humberts), publisher, ctty 

and/or country where published. 


T» 




CI 


Abraham, Edward, ei a|., 'Efficacy and Safety of Monoclonal Antibody to Human Tumor 
Necrosis Factor a in Pairems with Sepsis Syndrome/ JAMA. Vol. 273(1 2):934-9<n (1995) 






C2 


Boefcstegers. p., m at, "Repeated administration of a F(ao')2 fragment of an anti-tumor 
recrosis factor aipna monoclonal antibody in patients with severe sepsis: effects on the 
cardiovascular system and cytobne levels/ Snoc*. vol. 1(4)^37-245 (1994) (abstract from 
Pub Med) 






C3 


Brekke, Ole Henri*, et al.. "Therapeutic antibodies for human diseases at tne dawn of the 
twentv-first century," Nature Reviews/Drug Discovery, Vol. 2:52-62 (2003) 






C4 


Cohen, Jonathan, et al„ "Intercept; An international, mulncenier, piacebo-controHed trial of 
monoclonal anitbody to human tumor necrosis factors in patients with sepsis/ Cnt Care Med, 
Vol. 24f9):143l-1440 (1996) 






C5 


Department of Surgery, university of Toronto Annual Report, July i, 1998 - June 30, 1999 - 
found online at htlp:/Ajvrww.suraj.med.utoronto.ca/Aj>nRep/AR98 99/indexhtml 






C6 


Fewman, Marc, 6c al, "Arm-TNFa Therapy of Rheumatoid Anhntis: wnat Have We Learned?" 
Annu. Rev, Immunol . Vol. 19:163-196(2001) 






C7 


Figini. Mariangela. et al "in Vitro Assembly of Repertoires of Antibody Chains on the Surface 
of Phafle by Renaturatibn." J. Mot. eio/,. vol. 239:6&-78 (1994) 






C8 


Hawkins, Rooert £ , et al., "Selection of Phage Antibodies by Binding Affinity MimicKing Affinity 
Maturation." J- Mc*l Biol., Vol. 226:889-896 M 992) 






C9 


Holter, E.. et al., "Modulation of acute gralt-versus-host-aisease after allogeneic bone marrow 
transplantation by tumor necrosis factor alpha (JNF alpha) release in the course of 
pretranspiant conditioning: rote of conditioning regimens and prophylactic application of a 
monoclonal antibody neutralizing human TNF alpha (MAK 195F)/ Btocxi, Vol. 86(3):890-899 
(1995) (abstract from Pub Meo) 






C10 


Hoogenooom, riennie R. T et ai., "Converting roaem into human antibodies by guided 
selection/ Antitxtfy En&n&erinQ. Oxford university Press, pp. 169-185 (1996) 






C11 


Jespers, uaurent S.. et a|., "Guiding the Selection of Human Antibodies from Phage Display 
Repenokes to a Single Epitope of an Antigen/ Bio/Technology. Vol. 12:899-903 (1994) 






Examiner 
Signature 


Date 

Considered 



PAGE 6/32' RCVD AT 12/912005 7:13:19 PM [Eastern Standard Time] * SVR:USPTO-EFXRF-6/26 * DNIS:2738300 1 CSID: " DURATION (mm-ss):11-16 



Dec-09-05 07:11pm F r ora-LAH I VE+COCKF I ELD 617 7424214 



T-726 P. 07/32 F-702 



PTO/SSiOSam (07-05) 
Approved for ussinnxigh 07/31/2006 OMB 0851-0031 
U S Patent anqTn«cmqntOihce; U .S. DEPARTMENT OF COMMERCE 



Sw&smuW for form 144aA/&/PTO 

INFORMATION DISCLOSURE 
STATEMENT BY APPLICANT 

(US0 #S mwyfhoevs 4* accessory) 


Complete if Known 


Application Number 


09/801 185-Conf. #1672 


Fang Date 


March 7, 2001 


Firsi Namea inventor 


Jochen G. SAlFELD 


Aa Una 


1644 


E^arrvner Name 


D. A. Saunders 


Sneet 2 of 2 


Attorney Pot*m Nwmtwr 


BSM3CPUSCNRCE 





C12 


Kempeni. Joachim. "Update on 02E7: a faPy human anti-tumor necrose factor a monoclonal 
antibody* Ann Rheum Dis. Vol, 59{Suppl. I); 144-145 (2000) 






C13 


low. Niqei N., thesis extract, Cambridge University (1996) 






C14 


Low, Niget M . et al., "Mimicfcing Somatic Hypermutation: Affinity Maturation of Antibodies 
Displayed on Bacteriophage Using a Bactenal Mutator Strain," J. Mol Vbl 260:359-368 
(1996) 






CIS 


MeoynsKi, Dan, "Phsig* Display. All Dressed Up and R&edy to Rote " BrcvTechnotagy, Vol. 
12:1134-1136(1994} 






CI 6 


Niteson, Sjorn, "Antibody engineering," Current Opinion in Structural Biology, Vok. 5:450-456 
(1995) 






C17 


Riechmann, U, et at . "Phage otfA^atiS^afaaion of a site-directed randomized single-chain 
antibody Fv fragment for its &mn^ltf^fo^n^r Biochemistry. Vol 32{34).8&4£-8855 (1993) 
(abstract from Pub Med) — C (1* 






CIS 


Remhart. K.. et ai, "Assessment of the safely and}$fftcacy of the monoclonal anti-tumor 
necrosis factor antibody-fragment. MAK i95F, inpatients with sepsis and septic shock, a 
multicenter, randomoed. placebo-controlled, dose-ranging study" Cm Care Med, Vol 
24{5}:i608 (1996) (Sibstract from Pub Med) 






C19 


Santora, LC. r et ai., "Characterization of Noncovaient Complexes of Recombinant Human 
Monoclonal Antibody and Antigen Using Cation Exchange, Size Exclusion Chromatography, 
and BlA core." Analytical Biochemistry. Vol- 299:1 19^129 (2001 ) 






C20 


Thompson, j., at ai.. "Affinity maturation of a high-affinity human monoclonal antibody against 
the tniro hypervariabie loop of human immurwHjefictency virus- use of phage display to improve 
affinity and broaden strain reactivity.'' J. Mol Biol., Vol. 256(1): 77-88 (1996) (abstract from Pub 
Meo) 






C21 


Van Der poll. T., et "Effect of postponea treatment with an anti-tumour necrosis factor 
(TNF) F(at>')2 fragment on endotoxin-indwced cytofcne and neutrophil responses in 
chimpanzees " Clin Exp Immunol. Vol 100:21-25 (1995) 






C22 


vaughan, Tristan J., et ai.. 'Human antibodies by design/ Nature Biotechnology, Vol 16:535- 
539 (1898) 






C23 


Ward. E. Sally, et a) ., "Ending activities of a repertoire of single immunoglobulin variable 
domains secreted from Escherichia coii* Nature, Vol 341 (6242V 544- 546 (1989) 






C24 


Winter. Greg, el ah. "Making antibodies by phage display technology/ Anna. Rev Immunol.. 
Vol 12:433-455 (1934) 





~EXAMN£R imtaitr romance can&a&raq. -rfiBtr jsr or n« att&on KJ m cortormance wnn MPEP t509 Draw hrw throwgti ciWicm 4 no* m OQnfOrmaAce end oa% 
COrwqftroq tneiuQe copy of tt*s form «*n v^a ccmfnt*nkx*an to appacanc 

' Appfccanrs urwiuo eosuon aeagavian oumoar (cpuonal ) T Apf*cim » to pltt* A a*** m** nece 4 £ nsnsn language Trap stsnoms atucruxL 



1 Examiner 




Daie 


I 


| Signature 




Considered 





PAGE M * RCVD AT 12/9/2005 7:13:19 PM [Eastern Standard Time] ' SVR:USPT<WFXRF-6/26* DNIS:2738300 ' CSID: ' DURATION (mm-ss):1M6 



